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RESPONSE ACCOMPANYING REQUEST FOR CONTINUING EXAMINATION FILING 

UNDER 37 C.F.R. 1.114 

Commissioner for Patents 
Washington, D.C. 20231 

Sir: 

This Response accompanies a Request for Continuing Examination (RCE) in the 
above case. Also enclosed is a check for $830.00, which covers the RCE fee and a three 
month extension of time fee. Applicants hereby request a three month extension of time. 
A Notice of Appeal was filed on July 9, 2001. With the three month extension of time, 
this response is due on December 9, 2001, and is therefore timely filed. 

Remarks 

Claims 54 - 74 are pending in this case. Claims 55 - 62 are objected to, and 
claims 54 and 63 - 74 stand rejected under 35 U.S.C. 102(a) and/or 35 U.S.C. 103(a). 



Rejection under 35 U.S.C. 102(a) 

Claims 45, 49, 51, and 53 stand rejected under 35 U.S.C. 102(a) as being 
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anticipated by Spatz et al., 1997, METHODS: A Companion to Methods in Enzymology 

11:70-78. That rejection (and the rejection under 35 U.S.C. 103(a)) was first entered in 

the Office Action of June 20, 2000. The rejection states: 

Spatz et al. teach a method for treating renal failure 
(glomerulonephritis) mediated by ads-DNA antibodies comprising the 
administration of the ads-DNA antibody-binding peptide, 
(D/E)W(D/E)Y(G/S) (SEQ ID NO:4) and other peptides to a subject, (see 
particularly page 70, column 2, paragraph 1 and page 73, column 1, last 
paragraph - column 2, first paragraph). 

However, upon evaluation of Spatz et al., applicants could find no disclosure that 
the claimed methods were performed. Additionally, applicants could not find an 
enabling disclosure of the claimed methods in Spatz et al. Page 70, column 2 has no 
mention of ads-DNA antibody-binding peptides at all, and only disclose activities related 
to understanding the regulation and pathogenic potential of ads-DNA antibodies. The 
cited paragraph on page 73 only discusses the identification of peptides (including SEQ 
ID NO:4) that compete for antibody binding sites with dsDNA. The second to the last 
sentence in that paragraph also states, "... peptides may be valuable therapeutic reagents 
in SLE, used either to block renal sequestration of anti-dsDNA antibody or to tolerize 
pathogenic B cells. Their efficacy as therapeutic reagents can be tested in transgenic 
models of disease." The only other reference to the peptides in Spatz et al. is in the last 
paragraph of the paper, on page 76. The relevant part of that paragraph states, "... 
administration of peptide to transgenic mice will identify those peptides that block 
kidney deposition of the anti-dsDNA antibody." Applicants could find no other reference 
relating to the claimed invention in Spatz et al. 

The above quotes from Spatz et al. clearly indicate that the claimed methods had 
not been performed. They are merely a suggestion of a way to proceed to determine 
whether the claimed methods, or methods using other peptides, would work. There is 
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no indication that this suggestion is an enabling disclosure, since the disclosure provides 
doubt that the claimed methods would even work ("... peptides may be valuable 
therapeutic agents "... administration of peptide ... will identify those peptides that 
block kidney deposition ...")■ Since Spatz et al. does not disclose an enabling disclosure 
by providing a method that anticipates all elements of the claims such that the skilled 
artisan would understand has a reasonable likelihood of success, that reference does not 
anticipate the methods of the rejected claims. Applicants therefore respectfully request 
reconsideration and withdrawal of the rejection of claims 45, 49, 51, and 53 under 35 
U.S.C. 102(a) as being anticipated by Spatz et al. 

Rejection under 35 U.S.C. 103(a) 

Claims 45 - 46 and 51 - 52 stand rejected under 35 U.S.C. 103(a) as being 
unpatentable over Spatz et al. It is asserted that Spatz et al. anticipates the claims with 
respect to the L isomers and that the D isomers are close enough to be obvious variants 
to the L isomers. 

As discussed above, applicants assert that Spatz et al. does not anticipate any 
claims because the reference does not provide an enabling disclosure of the claimed 
methods. Applicants also assert that Spatz et al. does not make any of the claims 
obvious, since the reference provides doubt that the claimed methods would work. This 
is reflected in the statements "... peptides may be valuable therapeutic reagents and 
" ... administration of peptide ... will identify those peptides that block kidney deposition 

These statements indicate that the authors of Spatz et al. do not believe that the 
identified peptides, (D/E)W(D/E)Y(G/S) and (D/E)G(D/E)WP, or any peptide at all, 
would necessarily be useful for treating glomerulonephritis as claimed. 

The skilled artisan, without the benefit of the instant application, would also have 
doubts that the claimed method would work. For example, the peptides in the claimed 

184788.1 



Applicant : Bruce D. Gaynor et al. 
Serial No. : 08/833,838 
Filed : April 10, 1997 
Page 4 

methods would not necessarily be understood to compete for anti-dsDNA antibody 
binding sites well enough to prevent binding to the kidneys. Additionally, even if the 
peptides bind to the anti-dsDNA antibodies, the peptide - anti-dsDNA antibody complex 
could still cause glomerulonephritis. Spatz et al. does nothing to erase those doubts. 
Indeed, Spatz et al. also expresses doubt that the claimed methods would necessarily 
work, both in general and by using the particular peptides that are recited in the claims. 

At most, Spatz et al. makes the methods in the rejected claims obvious to try, 
without providing the skilled artisan the required assurance that the claimed methods 
would have a reasonable likelihood of success. In re Vaeck, 20 USPQ2d 1438, 1442 
(Fed. Cir. 1991). As is well known, establishing that a claimed method is obvious to try 
is not sufficient to establish a rejection under 35 U.S.C. 103(a). In re O'Farrell, 7 
USPQ2d 1673, 1680 - 1 (Fed. Cir. 1988). The fact that the method that was suggested 
in Spatz et al. did work, as disclosed in the present specification/ is irrelevant to an 
analysis of obviousness, since the applicants' disclosure cannot provide the reasonable 
expectation of success required to sustain an obviousness rejection. Vaeck, at 1442. 
Hindsight is impermissible in evaluating obviousness. See, e.g., MPEP 2145 X.A. 

Since Spatz et al. does not provide a disclosure of the invention whereby the 
methods of the rejected claims could be practiced with a reasonable expectation of 
success, applicants respectfully request reconsideration and withdrawal of the rejection 
under 35 U.S.C. 103(a). 

Conclusion 

In light of the above discussion, Applicants respectfully request withdrawal of the 
rejections under 35 U.S.C. 102(a) and 35 U.S.C. 103(a) and passage of the claims to 
allowance. Should there be any additional matters that prevent allowance of the claim, 
the Examiner is urged to contact the undersigned attorney. 
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No fee, other than the enclosed $830 for the RCE filing and a three month 
extension or time, is deemed necessary in connection with this filing. If any additional 
fee is required to preserve the pendency of the subject application, authorization is 
hereby given to charge any such additional fee to Deposit Account No. 01-1785. 



Respectfully submitted, 

AMSTER, ROTHSTEIN & EBENSTEIN 

Attorneys for Applicant 

90 Park Avenue 

New York, New York 10016 

(212) 697-5995 



Dated: New York, New York By: 

December 6, 2001 Elie H. Gendloff 

Registration No.: 44,704 
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